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Restriction / Species Election 

1) Claims 1-15 and 22-26 have been canceled. 

Claims 16-18, 20, 21, 27, 29 and 30 have been amended. 

Claim 31 has been added. 

Claims 16-21 and 27-31 are under prosecution. 

2 ) Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1 6-2 1 and 3 1 , drawn to a recombinant nucleic acid molecule encoding a 
modified pneumolysin polypeptide comprising SEQ ID NO: 3 with one or more 
amino acid substitutions, classified in class 536, subclass 23.7 

II. Claims 27 and 28, drawn to a method for killing bacteria comprising contacting with 
antibodies to a modified pneumolysin comprising SEQ ID NO: 3 with one or more 
amino acid substitutions, classified in class 435, subclass 7.34 

III. Claim 29, drawn to a method for immunization of mammals comprising 
administering a vaccine comprising a modified SEQ ID NO: 3 with one or more 
amino acid substitutions, classified in class 424, subclass 244.1 

IV. Claim 30, drawn to a method for obtaining modified pneumolysin polypeptide by 
expressing the mutated nucleic acid molecule in host cells, class 435, subclass 252.3. 

3 ) Inventions I, II, III and IV are patentably distinct from one another. Invention I is drawn to 
a nucleic acid molecule whereas inventions II, III and IV are directed to three different methods. 
The three methods differ from one another in the method steps, method parameters, product(s) or 
reagent(s) used, method objectives, and ultimate goals accomplished. The antibodies, the modified 
nucleic acid, and the modified pneumolysin polypeptide used in the methods differ from each other 
structurally and functionally or biologically, belong to different classes, and thus require searches 
that are non-coextensive. 

4 ) Inventions I and IV are related as product and process of using the product. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the process of using 
the product as claimed can be practiced with another materially different product or (2) the product 
as claimed can be used in a materially different process of using that product (MPEP 806.05(h)). In 
the instant case, the method of obtaining modified pneumolysin polypeptide can be practiced 
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without using and expressing the mutated nucleic acid molecule in host cells, for example, by 
chemical synthetic process. 

Because the inventions are distinct for the reasons given above and have acquired a separate 
status in the art as shown by their different classification/subclassification and divergent subject 
matter, restriction for examination purposes as indicated is proper. 

5 ) The instant application contains claims directed to patentably distinct recombinant modified 
nucleic acid species of the claimed invention. Election to one of the following species of nucleic 
acid species, which are distinct in their structure or composition, is required: (a) SEQ ID NO: 1 
having a substitution at position 61; (b) SEQ ID NO: 1 having a substitution at position 148; (c) 

SEQ ID NO: 1 having a substitution at position 195; and (d) one of the more than one amino acid 
substitution combinations occurring at positions selected from the group consisting of 17, 18, 33, 

41, 45, 46, 61, 63, 66, 83, 101, 102, 128, 148, 189, 195, 239, 243, 255 and 257. See claims 16, 18- 
21 and 27-31. 

Applicants must further elect one of the nucleotide substitutions recited in claim 17: (a) A- 
50->G, G-54-»T, T-181-»C, A-196-»T and T-302->C; (b) A-122->G, A-514->G; T-583-»A and 
A-764->G; (c) A-187->T, T-380^A, A-382^C and T-443-^A; (d) T-98->C, T-137^C, T- 
248->C, T-717->A and A-770^G; (e) T-583-»G; (f) T-583^A; (g) T-443^A; and (h) T-181^C. 

6) Applicants are required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally held to 
be allowable. 

7 ) Should Applicants traverse on the ground that the species are not patentably distinct, 
Applicants should submit evidence or identify such evidence now of record showing the species to 
be obvious variants or clearly admit on the record that this is the case. In either instance, if the 
Examiner finds one of the inventions unpatentable over the prior art, the evidence or admission may 
be used in a rejection under 35 U.S.C. 103(a) of the other invention. 

8) Applicants are advised that the response to this requirement to be complete must include an 
election of the invention to be examined even though the requirement be traversed (37 C.F.R 1.143). 

9 ) Applicants are reminded that upon cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 C.F.R 1.48(b) if one or more of the currently 
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named inventors is no longer an inventor of at least one claim remaining in the application. Any 
amendment of inventorship must be accompanied by a diligently-filled petition under C.F.R 1.48(b) 
and by the fee required under 37 C.F.R 1.17(h). 

10) The Office has required restriction between product and process claims. Where Applicant elects 
claims directed to the product, and a product claim is subsequently found allowable, withdrawn process 
claims that depend from or otherwise require all the limitations of the allowable product claim will be 
rejoined. All claims directed to a nonelected process invention must require all the limitations of an 
allowable product claim for that process invention to be rejoined. 

11) In the event of rejoinder, the requirement for restriction between the product claims and the 
rejoined process claims will be withdrawn, and the rejoined process claims will be fully examined for 
patentability in accordance with 37 CFR 1 . 1 04. Thus, to be allowable, the rejoined claims must meet all 
criteria for patentability including the requirements of 35 U.S.C. § 101, 102, 103, and 1 12. Until all 
claims to the elected product are found allowable, an otherwise proper restriction requirement between 
product claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP § 821 .04(b). 
Additionally, in order to retain the right to rejoinder in accordance with the above policy. Applicant is 
advised that the process claims should be amended during prosecution to require the limitations of the 
product claims. Failure to do so may result in a loss of the right to rejoinder. Further, note that the 
prohibition against double patenting rejections of 35 U.S.C. 121 does not apply where the restriction 
requirement is withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 

12) Papers related to this application may be submitted to Group 1600, AU 1645 by facsimile 
transmission. Papers should be transmitted via the PTO Central Fax number, (571) 273-8300, which 
receives transmissions 24 hours a day and 7 days a week. 

13 ) Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAG or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.Mov. Should you have questions on access to the Private PAA system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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14 ) Any inquiry concerning this communication or earlier communications from the Examiner 
should be directed to S. Devi, Ph.D., whose telephone number is (571) 272-0854. A message may 
be left on the Examiner’s voice mail system. The Examiner can normally be reached on Monday to 
Friday from 7.15 a.m. to 4.15 p.m. except one day each bi-week, which would be disclosed on the 
Examiner’s voice mail system. 

If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's Acting 
Supervisor, Albert Navarro, can be reached on (571) 272-0861. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Group receptionist whose telephone number is (571) 272-1600. 



September, 2006 



8. DEVI, PH.D. 
PRIMARY EXAMINER 
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